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ATfneiidnifents to the Drawinfts 

lincloscjd herewith arc corrected drawings consisting of a new sheet depicting Fig. 1, Fig. 
1 A ami now Fig. 1 B, and a replacement slicct depicting Fig. 5a and Fig. 5b. Delivery Device 1 is 
now identillcd in I'igs. 1 A and 113. Compartments 26a through 26e are now also identiHcd in the 
Rcplaccnicnl 55hcct depicting Figs. 5a and 5b. Fig. IB shows the delivery device 1 inserted into 
Ihe eye through an incision until the rim of cap 8 abuts the incision. 
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REMARKS 

Claims 68-129 arc pending m llie subject application. Claims 68, 79, 83, 93, 99, 108, 
1 11, 1 16, 121, 122, 126, and 129 arc amended herein, claim 128 is canceled, wilhoiil prejudice, 
and claims 130-137 arc added. Applicants submit that the amendments herein inlroduce no new 
mailer, support therefore being found throughout tlie a|^plication and drawings as originally filed 
(sec, c,p.. paragraph [0037] and Figs. I, la, 2a, 2c, 3a-3c, and 5a-5b); Favorable reconsideration 
in lii'Ju of ihc amendment's and remarks which follow is respectfully requested. 

1. Qatli/ Dcclaration 

The Uxamincr has requested a new oath or declaration, because cuixently it docs not state 
that the person making the oath or declaration acknowledges llic duty to disclose to the Office all 
information known 1o the person to be material to patenlabiUty as dotlncd in 37 CFR 1 ,56, 
Applicants will submit Ihc new dcclaratioj\ to the Patent Office in due course, 

2. JD^uwings 

The Hxaminei objects lo the drawings for failing to inchidc reference signs 1 , 26c, 26d, 
and 26c. Hncloscd herewith are correcied drawings consisting of anew sheet depicting Tig. 1> 
t'ig. 1 A and new Pig. I B, and a rcplaccjncnt sheet depicting Fig, Sa and Fig, 5b- Delivery device 
I i.<; now ideniined in Fig.s. 1 A and 1 B. Compmlments 26a through 26c are now also identified 
in Uic RcploQcn^cni Sheet depicting I'igs» 5a and 5b, 

The lixamincr fuillicr objects that the drawings as not showing the cap element sized to 
prcvcnl the cap clonicnt from passing through an inci5iion where the cap element abuts the 
incij^ion or where the cap element males against llic patient eye outer surface. Enclosed herewith 
is a corrected drawing consisting of a new slicct depicting Fig» 1, Fig. 1 A and new Fig. Hi. i^'ig. 
1 B sliows ihe delivery de vice 1 inserted into the eye through an incision imlil tiic rim of cap S 
abuts the incision, Applicants submit that no new mailer is introduced by the inclusion of Fig. 
IB, support for tho contents therein being found at least in paragraplis [0044]-[0045] of the 
Spcciricalion. 



PAGE 20/38 ' RCVD AT 2/19/2008 9:27:01 AM [Eastern Standard Time] ' SVR:USPTO{^^^^ 



FEB-19-2008 TUE 09:28 AM E A P & D 



FAX NO. 6174394170 



P. 



Varncr at al. 

AppliChlion No.: 10/740,698 
Pwiio 17 of 25 

3. Speci fication 

Applicui)t3 liavc anicndcd Ihe abstract to correct typographical errors, as requested. As 
requested, parngmph 1 of the specification has been amended to set forth coirespondiiig issued 
U.S. Talent No. 6,719,750. In jf^ddilion, the Officers attention is directed to related co-pending 
U.fJ. paient appliaiiion no. 1 0/823,089, currently under a non-ilnal Office Action. The 
specification hiA$ rurlhcr liccn anicndcd to include brief descriptions of Figs. 1 a, 4b-l . 4e-l, 4d-l, 
4d-2 ;nul 5c, 

The Office assorts that "it]hc specification fails to disclose the cap element being sized to 
prevent the cap clement from passing through an incision where the cap element abuts the 
incision or whore the cap clement mates against the patient eye outer surface, Tlic specification 
also fails to disclose the body nionibor being in contact with inlravitrcal fluid," Applicants 
respectfully traverse this objection. 

The specification discloses the relationship of the cap to the incision and its relative size 
in at leaftt the following passages. It slates that the delivery device 1 preferably "is inserted into 
the eye through an incision imlil the rim or cap 8 abuts the incision," (paragraph [0044]). In 
addition, "[t]he ruw or cap 8 is designed snch that it remains outside the eye and, as such, the rim 
or cap 8 is si/.cd so that it will not pass into the eye through the opening in the eye through which 
Iho device is inserted." (paragraph [0045]), These passages clearly disclose the information 
re<iiiestcd by the Onico; 

Rcgardin[.^ contact by the body member with inlravitrcal fluid, the specification discloses 
that the '^[ijhc present irivcntion provides mctliods and devices for the intraocular delivery of 
substances ..." (jiaragruph ['0009]) wherein the non-linear or coil-shaped geometry of the body 
provides a "bryc inlrnvilrcnl surface area" (paragraph [0036]-[0037]). Thus the specification 
cloftrly di55closos that the body member is in contact with intravitreal fluid. 
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4. Claiiti Qbiccti ons 

Claims 108, 1 16, and 12 1-128 have been objected to. Applicanls have amended Ihc 
claims as requested by the Office. 

5. 3SUS\C. $112 Rej ections 

Cliiim 1 08 is rejected under 35 U.S.C. §112, second paragraph, Appi icanis have 
nmciidcd claim 1 08 as reque&iteil. Applicants respectfully request reconsideration and 
wilhdtnwal ofthc rejection, 

6. 3SIJ>S.C. gl02Rc icctlons 

Rose mnan cL a K 

CUunas6S-9j. 111-116. and 129 are rejected under 35 U.S.C, 102(c) over U.S. Patent No, 
6,478,776 to Roscnmnn ct al C'Rosenman"). Applicants respectfully traverse. 

Applicants recite impluntablc delivery devices in independent clahns 68j, 79, 1 1 1, 11 6, 
and 129. According to claim 68, the device comprises a non linear shapetl body member that has 
a coil or zig-zag shaj^e and u cap clement sixed to provide a cross-section larger than the cross- 
^^cclion of the coil or zig-zag shape, wherein the cap clement abuts tlic incision to stabilize the 
device once implanted. According to claim 79, the device comprises a coil-shaped body member 
and ii cap element .siy;c<l to provide a crosjs-scetion larger than the cross-section of the coil-shaped 
body mcmbcf» wliorein the cap clement abuts the incision to stabilize the device once implanted. 
According 1o claim 111, Ihe device comprises a coil-shaped body member and a cap clement 
si/ct! to provide a cross-section larger than the cross-section ofthc coil-shaped body member, 
wherein the cap clement niatcs against the patient eye outer surface while the body member is 
inscricd to the eye. According 1o claim 116, the device comprises a non-linear shaped body 
mcn^bcr 11)^1 lia^i a coil or /.ig-zog shape and a cap element sized to provide a cross-section larger 
than the cross-scclion ofthc coil oi' zig-zag shape, wherein the cap clement is configured to mate 
against the patient eye outer smfacc while the body member is inserted to the eyc» According to 
claiin 129, llio device cooipriscs a coil-shaped body member and a cap element si/ed to provide a 
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cross-section larger Hum Ihc cros,s-scction of the coil-shaped body member, wherein the cap 
clement is in conl:ict willt Ihc coil-sliaped body member. 

Appliciints fuTlhcr recite n^clhods for treating a patient using a deh'very device. 
According to clnini 83, liie method comprises (a) providing a delivery device comprising a non- 
linear shapoil body member that has a coil or zig-zag shape, the body member having a proximal 
end and a distal end, and a cap clement at Ihe proximal end, (b) inserting iiUo a patient through 
?in incision the device whereby ihc body member resides in the patient and the cap clement 
rcmahis oulside the incision Ihrough which the device is inserted and abuts the incision to 
st:)bili/.e ihe device; and (c) allowing a therapeutic substance to be administered to the patient via 
the l)ody member. According to claim 93, the method comprises (a) providing a ding delivery 
device comprising a coil-shapeci body member and a cap element sixcd to provide a cross-section 
larger than the cross-section of the coil-shaped body member, (b) inserting into a patient eye the 
device whercliy the coil-shapcd body member is placed in the patient eye and the cap element 
remains oulside the eye and abuts the incision, and (c) allowing a substance to be delivered by 
the device to llic paiicni. According to claim 99, the method comprises (a) providing a drug 
delivery device comprising a non-)inear shaped body member having a coil or ^ig-/.ag shape and 
a cap clcnicnt si/cd lo provide a cross-section larger than the coil or zig-zag shape, (b) invscrting 
into a patient eye the device whereby the body member resides in the patient eye and the cap 
clement remains outside the eye and abuts tlie incision, and (c) administering a substance to the 
pnli.on.l via the body member. 

tlic Office ix)ints to Roscnman's Figs. 1 8-1 9 and asserts that Rosemnan discloses an 
implantable drug delivery device having a cap clement (56), Clearly, however, Rosenman's cap 
olemcnt (56j is not sized to provide a cross-section larger than the cross-section of Roscnman's 
helix ) 2, l\ul!ici, Roscnman clearly docs not teach or suggest a mclhod wherein a device 
comprising a non-linear shaped body member havhig a coil or zig-zag shape and a cap element 
si/cd to provide a cro$$-$oction Larger than the coil or zig-zag shape is inserted into the eye with 
the body member residing in the eye and ihe cap element remaining outside the incision 
nhiitting/mating with the incision. Rosenman specifically describes methods wherein a device is 
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imiiliintcd in the niyocanlioni such thiil it is disposed completely within the myocardium, with 
the j^i-oxinial lip of the device being below the level of the endocardium* (sec Ro&cnnicm, col. 1 1, 
II. 50-53). According; to Roscnman, this is a required feature to prevent therapeutic agents such 
as drug parliclcs or growth factors from being released mto the ventricle of the heart and from 
there into tho systemic arterial circulation, causing unwanted and potentially dangerous ofrccls 
mc]) as ljs,suc ^schcmi^l und embolic events (sec Rosenman. coL 3, 11. 51-64). 

Thus, claims 08, 79, 83, 93, 99. 111. 116, and 129 arc patentable over Rosemnan, Chums 
69-78, 80-82, 84^92, 94-98, 100-1 10, 112-115, 117-127, and 130-137 depend from claims 68, 
79, S3, 93, 99, 1 11 , H 6, and 1 29, and, thus, also are patentable over Roscnman. Reconsideration 
and withdrawal of the rcjccUons ts respectfully requosled. 

Altnuin 

Claims 68-9 1, 111-116, and 1 29 are rejected under 35 U.S.C. 102(b) over U.S, Patent No. 
5,551,427 to Altman O'AUmaii"). Applioanls respectfully travcrec. 

The Office points to Altman's Mgs. 7-1 1 and coh 9, line 52 - col. 11, line 67, and asserts 
that Altnian discUwcs au implantable dmg delivery device having a cap clement (54). Clearly, 
however, Ahman*s cap cleincnl (54), like Rosenman*s is not sized to provide a cross-section 
larger than the cross-section of Altaian's helix 12. 

Accortlinijiy, Applicanl.ssubmUlhatclaims68, 79, S3, 93, 99, 111, 116, and 129 arc 
patenlahlcovcr Allniaa, Chums 69-78, 80-82, 84-92, 94-98, 100-110, 112-115, 11 7-1 27, and 
130^1 37 dcpetid from claims 68, 79, S3, 93, 99, 111,1 16, and 129, and, thus, also arc patentable 
over Ahnu-^n. Rcconsidcraiion and withdrawal oflhe rejections is respectfully requested. 

Claims 68^71, 74-78, 83-86, 89-91, 99-102. 106-109, and 1 ]6-120 arc rejected under 35 
U.S,C. 102(b) over U,S, Palcnt No. 5,466,233 to Weiner et al. ("Weiner"). Applicants 
respectfully (raveriie. 



PAGE 24/38* RCVD AT 2/19/2008 9:27:01 AM [Eastern Standard Time]* SVR:USPT0€FXRF4/2* DNIS:2738300 * CSID:61 74394170 ' DURATION (mfn-ss):09-12 



FEB-19-2008 TUE 09:30 AM E A P & D FAX NO. 6174394170 P. 25 

Varncrrttal. 
\ AppHcHliooNa: 10/740,698 
Page 21 of 25 

Wciner at least docs not tench or suggest Applicants' delivery devices comprising a coil 
or zig-zcig bliapctl body nicmbcr or melliods ofiising such a coil or zig-zag shaped body member. 

Accordingly, Applicunls submil that claims 68, 79, 83, 93, 99, 1 1 1, 116, iind 129 are 
patciitahio over Weiiier. Claims 69-78, 80-82. 84-92, 94-98, 1 00-1 10, 1 12-115, 1 17-127, and 
1 30- 1 37 depend fmni claims 68, 79, 83, 93, 99, 1 1 1 , 1 16, and 129, and, thus, also arc patentable 
over Wciner, Rccousidcnilioii and withdrawal of the rejections is vespoctfully requested. 

7. 3 5 U.S.C.6103 Rejections 

Woinor ct a1. and Darougar ct ah 

Claims 72, 73, 79-82, 87, 88, 93-97, 103-105, Ill-US, and 129 are rejected under 35 
IJ.S.C. 103(a) as being unpalentablo over Wciner ct al. in view of U.S. Patent No. 5,395,61 8 to 
Darougar ct al.C'Darougar"). Applicants respectfully traverse, 

As set forlh above, and as acknowledged by the onicc on page 1 1 of the Office action, 
Wchicr docs not leach or suggest delivery devices comprising a coil or 3r.ig-7.ag shaped body 
member or methods of using such a coil or zig-zag shaped body member, However, the Omcc 
points to Darougar, wluch the Office asserts "discloses an implantable drug delivery device'* 
whidi compi ises a 'lielical shape or a substantially Z-shape", pointing to Figs. 8 and 1 2. . 

Daroiigar describes, in Mg. 8, a device comprising a cylinder 82 with a ^series of scrcw- 
lypc protrusions 86'" ^'provided at intervals along the length of the device 80" (col. 10, lines 60- 
67), Applicunls rcfjpectruUy iiubmil that this cylinder having screw-lyi^e protrusions does not fit 
within Applicants' description ofa coii or zig-zag shaped body member. Darougai* fuilher 
describes, in i 'ii.',. 12, "a series of braided segjiients 1 13" that are ''interconnected along the length 
of the device 111" (col 11, ]inc$ 39-42). Likewise, this interconnected braided structure doCsS 
nol lit within Applicauls* description of a coil or zig-zag shaped body member. 
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Still fiuthcr, Daromgar describes an ocular device that is designed for positioning in ihc 
upper or lower fornix of Ihc conjunctiva such that is bends along the curvature of the cyc.within 
the fornix (sec e.g. col. 3, lines 19-26, 54-56; Figs. 5 and 6). In other words, Darougar's device 
is positioiicd under the eyulid, between the lid and the globe (see col. 9, lines 13-53). Thus, 
Darougnr's device and methods arc very different than those of Applicants' and Weincr*s. hi 
particular, Darongar's device is not implanted within the eye through an incision bu(. rather, it is 
inertsly ]iO£>itioned outside of Ihc eye (on the outer surface) between Iho globo and the eyelid. 

J'lais, Applicants* respectfully submit that given the diiTcrent use of Uarougar*s device 
as a device thnt resis between the outer surface of the eye and the eyelid rather than a device that 
is jm|)1antcd witlun lln^ eye inlraocuUirly, there would be no motivation to modify Weiner^s 
device to provide the slitipc of Darougar's device. Still further, even if Wcincr was modified to 
provide Dorougar^s shape* Applicants' devices and methods still would not be obtained - in 
parliculnr, Darougar does not leach or suggest a coil or zig-zag shape in accordance with 
Applionnls* descriplion. 

In view thereof, it is respectfully submitted tliat claims 68, 79, 83, 93, 99, 111,116, and 
129 arc patentable over Weiuer and Darougar. Claims 69-78. 80-82, 84-92, 94-98, 100-1 10, 
1 12-1 15, 1 17-127, and L30-137 depend from claims 68, 79, SX 93, 99, 111, 116, and 129, imd, 
ihus, also arc patentable over Weincr and Darougar. Reconsideration and withdrawal of the 
rejcclions is rcspccthilly roquoftted. 

R osciu n a n .cl n 1. and J o hnso n 

Claim 92 is rejected under 35 U.S,C. 103(a) as being unpatentable over Roscnnian ct a), 
and U,S. Patent No, 5,972,027 to Johns!on ("Johnson"). 

As set forlh above, Roscnrnan at least fails to teach or suggest a cap element sized to 
paivide a cross-section larger than the cross-section ofthe helix 12 or a method wherein a device 
comprii5inLi a non-lintw shipped body member having a coil or zig-zag shape and a cap clement 
si7.ed to provide a cross-scction larger than the coil or zig-zag shape is inserted into the eye witli 
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the body member residing in Ihe cyo and ihc cap clement remaining outside Ihc incision 
abulling/mating with ihc incision. 

Jolinson is cited lor describing shape memory materials, l lowcvcr, Jolmson docs not 
remedy the abovo-noled deficiencies in Rosenman, 

Accordingly, claims 68, 79, 83, 93, 99, 11 1, 1 16, and 129 are patentable over Roscnma 
find Jobnson. Claims 69-78, 80-82, 84-92,94-98, 100-110, 112^115, 117^127, and 130^137 
depend from claims 68, 79, 83, 93, 99, 1 1 1» 116, and 129, and, thus, also are palenlablc over 
Kosenmqn and Johnson. Reeonsidcrattou and withdrawal of the rejections is rcspectrully 
requested. 

Weirier ct al., Dar o ugfir ot oL, arid Johnson 

Claim 98 is rcjcetciiunder 35 U.S.C. 103(a) as being unpatentable over Wciner in view 
or Darougar as npplicd to claim 93, and further in view of Johnson, 

As act forth above, given the different use of Darougar's device as a device that rests 
between the outer surface of the eye and the eyelid rather than a device thai is implanted within 
the eye inlraocnlarly, there would be no motivation to modify Weiner's device to provide the 
shnj^c of Dai ougar's device. vSlill further, even if Wciner was modified lo provide Darougar's 
shape, Applicants' devices and methods still would not be obtained - in particular, Darougar 
does not teach or suggest a coil or zig-'/ag shape in accordance with Applicants* description. 

John.soii, which is cited for describing shape memory materials, docs not rcincdy the 
above-noted deficiencies in [);irnugar and Wciner. 

in view Ihcrcot; it is respectfully submilled that claims 6S, 79, S3, 93, 99, 11 1,116, and 
129 arc patentable over Wciner, Daroug?ir, and Johnson, Claims 69-78, 80-82, 84-92, 94-98, 
100-nO, 1 12-11 5, 117^127, and 130-137 depend from claims 68. 79, 83, 93, 99, 1 1 1,1 1 6, and 
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120, a!T(l, tlms, also arc patentable over Wcincr, Darougar, and Johnson. Rccoiisidcratioa and 
willidiawal of the rcicclions is respectfully requested, 

Wcni.cjic\t,aJuijlLd Johnson 

Claim 1 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Wcincr and 
JoliiivSon* Applicants respect fully traverse. 

As SCI Ibrlh above, and as acknowledged by the orfice, Weiner does not teach or suggest 
delivery devices coniprisiing a coil or zig-zag shaped body member or methods of using such a 
coil or ziy-zag shaped body member, l-urther. Johnson, which is cited for describing shape 
memory materials, does not remedy the above-noted deficiencies in Weiner, 

Fr^ view thereof, it is rcspcctlully submitted that claims 68, 75), 83, 93, 99 J 11, 1 16, and 
129 ore patentable over Wcincr and Johnson. Claims 69-78, 80-82, 84-92, 94-98, 100-1 10, 1 12- 
1 1 5 J 1 7' 1 27, and 1 30- 137 depend from claims 68, 79, 83, 93, 99, 1 1 1 , 1 1 6. and 1 29, aitd, thus, 
also arc patentable over Wcincr and Jolinson. Reconsideration and withdrawal of the rejections 
is rcspcctflilly requested. 
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CONCLUSION 

In view of (lie foregoing, appliccuits request reconsideration and allowance of clatn^s 68- 
127, audi 29- 1 37. 

ir for any reason liic fee paid is inadequate or credit is owed for any excess fee paid, tlio 
OITlco in hereby aulhoiized and requested to charge Deposit Account No. 04'1]05. 



U>aio: ^ jl'i j oy 



Respectfully siibmiUcd. 




MRDS ANi 
t 55874 
Boston, Massachusetts 02205 
Tel. No. (617) 51 7-5512 

Customer No. 21,874 
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